PATENT COOPERATION TREATY 



From the ,„„__, 

INTERNATIONAL SEARCHING AUTHORITY 



SIM & MCBURNEY 
6th Floor 

330 University Avenue 
TORONTO, Ontario 
Canada, M5G 1R7 




PCT 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCT Rule 43to.l) 



23 July 2007 (23-07-2007) 



International Patent Classification (IPC) or both national d£ft**» IPC 
IPC* A61K 31/137 (2006.01) , A61 K 47/38 (2006.01) . A61K9/16 (2006.01) , A61K9/22 (20UO.U1) , 
,46JX 9/36 (2006.01). ,467* 9/62 (2006.01), A61P 25/00 (2006.01) 



Applicant 

ODEDI, ISA ET AL 



1. This opinion contains indications relating to the following items : 



[X] Box No. I 
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[X] Box No. V 

[ ] Box No. VI 
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Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 43 to. 1 (aXD with regard to novelty, inventive step or industrial 
applicability, citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 



[X] Box No. VIII 
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[ X ] the international application in the language in which it was filed 

[ ] a translation of the international application into 

translation furnished for the purposes of international search (Rules 12.3(a) and 23.1(b)). 



, which is the language of a 



2. [ ] mis opinion has been estab.ished taking into account the rectification of an obvious mistake authorized by or notified 
to this Authority under Rule 91 (Rule 43bisA(a)) 

3 With regard to any nudeotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this opinion has been established on the basis of: 

a. type of material 

[ ] a sequence listing 

[ ] table(s) related to the sequence listing 

b. format of material 

[ ] on paper 

[ ] in electronic form 

c. time of filing/furnishing 

[ ] contained in the international application as filed 

[ ] filed together with the international application in electronic form 

[ ] furnished subsequently to this Authority for the purposes of search. 

4 f ] In addition, in the case that more than one version or copy of a sequence listing and/or tables) relating thereto has 

been filed or furnished, the required statements that the information in the subsequent or addition* I copies is identical to that in 
tnTa^ as filed or does not go beyond the application as filed, as appropriate, were furnished. 



5. Additional comments : 



Form PCT/1SA/237 (Box No. 1) (April 2007) 
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application. This opinion has nevertheless 
claimed priority date. 



considered to be the relevant date. 
3. Additional observations, if necessary : 
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39 and 42-45 



relate to the following 



[ ] the entire international application 
[X] claim Nos. 3? and 42-45 
because: 

[ X ] the said international application, or the said claim Nos. 

subject matter which does not require an international search (specify) : 

no unified criteria exits in the PCT Contracting Sates (Article 33(4), PCT). 



[ ] the description, claims or drawings (indicate particular elements below) or said claim Nos. 
are so unclear that no meaningful opinion could be formed (specify) : 



are so inadequately supported 

( ] the claims, or said claims Nos. 

by the description that no meaningful opinion could be formed (specify): 



[ ] no international search report has been established for said claims Nos. 

[ ] an^eanmgftl opinion could no^ 

[ ] furnish a sequel lisnng on p^^ 

Instructions, and such listing was not available to the International Searching Authonty m a form and manner acceptable 



to it 



r ] furnishasequencelistingine^ 
M st™ctions,andsuchlisting^ 
to it 

[ ] paymerequiredlatefumishingfeeformefumishmgofa^ 

Rule 1 iter. 1(a) or (b). . 

and manner acceptable to it 
[ ] Aetablesrelatedtomenuclec^deand/orammoaddsequ^ 

technical requirements provided for in Annex C-bis of the Administrative Instructions. 



[ ] See Supplemental Box for further details. . page4of7 
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Box No. V 



__— applicability; 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) 

Inventive step (IS) 

Industrial applicability (IA) 



Claims 14 , 16-17.26. 2 9-33. 36 and 54 

Claims L13 J5 18-25.27 -™ 34^5 37-53 and 55 

Claims 

Claims 1-55 

Claims 1-^ 40-41 and 46-55 
Claims 



YES 

NO 

YES 

NO 

YES 

NO 



2. Citations and explanations : 

The following documents are cited in the present opinion: 

Dl : WO 2005/074895 Al (ALEMBIC LIMITED) 1 8 August 2005 (1 8-08-2005) 

D2: WO 2005/013953 Al (SYNTHON B.V.) 17 February 2005 (17-02-2005) 

D3: WO 2004/0961 86 Al (DEXCEL LTD.) 1 1 November 2004 (1 1 -1 i-2004) 

D4: WO 97/17947 Al (EDWARD MENDELL CO., INC) 22 May 1997 (22-05-1997) 

Dl discloses an extended release pharmaceutical formulation of venlafaxin^ h^ 
saidmini^ 

by weight of microcrystalhne cellulose as a diluent, 0.5-10/. by weignt 01 V^iy^y W colloidal silicon dioxide as a lubricant The 

sLatfstearicacidasaglidant, ,-6%by wei^ 

said mini-tables are coated with a coating composing 2- 1 5% of the total weignt ot me ^nini copolyvidone). The 
a water insoluble poller (eg., emyl cellulose, cellulose aceta^ Eud,^ 

method for the preparation of the extended release formulate ""^J*,^!*^ ^Swnto^diying it; Ki) lubricating 
(microcrystallinecdlu^^ 

hours. 

DZdisclosesanextendedrel^pha^ 

comprises at least 50% of an ammonio n^acrylate copolym^ 

weight ofsaid tablet core. ^^«lurmercompnses0.2to2%of alubncant (e g.,ma^ 
mfgroup consisting of sugars, microcrystal.ine cellulose, 
Conunerdallyavailableanuuoniomema^lateco^.^ 

including otherpolymers, plasticizers, glidants, surfactants, etc. The extended release tablet ai lows io 
for at least 12 hours. 

w ^di^co^^soBd tea™*** ^7*t:ssssr*s 

(Continued in the Supplemental Box) 
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by the description, are made : 



Claims 1,7, 14,3. and32donotcom P >y^^ 

some undefined values outside of the specified range are mtended » * ^£^2^ md « Iess than" contradict each other as 
if the expression refers to a range as a whole or only *e ^number rffte man the set number, 

when "about" refers to a range of values above the set number, less man inters vaiuo 

aaimnisindefiniteanddoesnot^^ 

antecedent basis as claim 16 only refers to one plasticizer and one anti-taclang agent 

i *<i> a ft nfi\\p PfT The ohrase "said at least one water soluble gellable polymer" has no 
Claim 28 is indefinite and does not comply with Article6 of the PC I . Inepnrase ma » •«* „. luloseis not a water soluble gellable 

i %u a^aIpA nf fhf> pct According to claim 4, at least one component is from about 5 wt% to 
inc^ttency between claims 3 1 -32 and 5-6 leaves a doubt with regard to the scope of the protects of chums 5-6. 
manner and thus does not comply with Article 5 of the PCT. 
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Supplemental Box 
In case the space in any of the preceding boxes is not sufficient 

Continuation of: V 
Novelty 

Claimsl-,3.,5,.8-25,27-28,34-35,37^^^^^ 
Uwherrinthccompi^c^ 
«ha7actsasboth adiluentandac^^ 
S£ant(e.g., silicon dioxW^ 
U»sinon«> m pris«5^ 

one water insoluble organosoluble polymer (e.g., ethyl cellulose, Eudragit ) • ^aims 39 ^J]™^^ of ve „lafaxine hydrochloride 
composition and the method of making the same. Dl disclose an ^^.^^^^^^ 
inmeformofmini-tabletshavmg^^ 
25-45%by weight of micn>cryst^ 

of colloidal silicon dioxide as a lubricant The said mini-tables are coated w,th a ~8 ^ ^,^/^f^^ t m Ser how^magnesiuln 

thfSbject matter of claims 1-13. 15.18-25,27-28, 34-35,37-53 and 55 lacks novelty over Dl (Art,cle 33(2) PCT). 
Inventive step 

Ucldngnovelry, m esubjectma tt erofclaimsl-13,15,18-25,27.28,34-35.37-53 

The document D, is considered to be the closest prior -The teaching of Dl f^^^^Z^ £££ mater 
Didoes not disclose matmecoatmg imposition is apphed to me core to y.eldas^ 

of claimsl6-17differsftom the disclosure of Dl in that theeoating ^^^^J^^^^^^^^^Ae 
an anti-tacking agent However, it would have been wifcindte purview of the sk, £2^522 Mand 

conventional ingredients into the coating composition. Therefore, an mventive step cannot be ascribed to the subject matter 
16-17 (Article 33 (3) PCT). 

Furthermore, the encapsulated coated core as defined in Cairns 36 and **J>^™£ iCSSSS^S^S 
encapsulation of a coated core would have been within the purview of the skilled worker in the art Hence, tne suDject ma 
54 lacks an inventive step (Article 33 (3) PCT)- 

T^JSt Sow (el SSf ^cScoinprises af least 50% of an ammonio methacrylate copolymer component such as 

^ f ^ D f "°*T^seri'i' T^eachS o?D2 diffi^from the present invention in that D2 does not disclose that the coatmg compnses 

1-55 (Article 33 (3) PCT). 
Industrial applicability 

The subject matter of claims 1-38, 40-41 and 46-55 is considered to be industrially applicable and thus complies with the requirements of PCT 
Article 33(4). 



Form PCT/1SA/237 (Supplemental Box) (April 2007) 



Page 7 of 7 



